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(iv) In those cases where the ALJ has 

stayed an exclusion after a preliminary 

hearing, a full hearing must be held 

and a decision rendered by the ALJ 

within 6 months. If, for any reason, the 

request for a full hearing before the 

ALJ is withdrawn or dismissed, the 

practitioner or other person will be ex-

cluded effective 5 days after the notice 

of the withdrawal or dismissal is re-

ceived in the OIG headquarters. 

(4) The preliminary hearing decision 

is not appealable or subject to further 

administrative or judicial review. 

(5) A practitioner or other person 

found at the preliminary hearing not 

to place program beneficiaries at seri-

ous risk, but later determined to have 

been properly excluded from program 

participation after a full hearing before 

an ALJ, is not entitled to have the ex-

clusion stayed further during an appeal 

to the DAB. Exclusions in such in-

stances will be effective 5 days after re-

ceipt of the ALJ decision in the OIG 

headquarters.

(6)(i) After notice of a timely request 

for a preliminary hearing, the OIG may 

determine that the practitioner’s or 

other person’s continued program par-

ticipation during the appeal before the 

ALJ will not place program bene-

ficiaries at serious risk and waive the 

preliminary hearing. Under these cir-

cumstances, the exclusion will be 

stayed pending the decision of the ALJ 

after a full hearing. the hearing must 

be held, and a decision reached, within 

6 months. 

(ii) If the OIG decides to waive the 

preliminary hearing, the request for 

the preliminary hearing will be consid-

ered a request for a hearing before the 

ALJ in accordance with paragraph (b) 

of this section. 

(b) Right to administrative review. (1) A 

practitioner or other person dissatis-

fied with an OIG determination, or an 

exclusion that results from a deter-

mination not being made within 120 

days, is entitled to appeal such sanc-

tion in accordance with part 1005 of 

this chapter. 

(2) Due to the 120-day statutory re-

quirement specified in § 1004.100(e), the 

following limitations apply— 

(i) The period of time for submitting 

additional information will not be ex-

tended.

(ii) Any material received by the OIG 

after the 30-day period allowed will not 

be considered by the ALJ or the DAB. 

(3) The OIG’s determination con-

tinues in effect unless reversed by a 

hearing.

(c) Rights to judicial review. Any prac-

titioner or other person dissatisfied 

with a final decision of the Secretary 

may file a civil action in accordance 

with the provisions of section 205(g) of 

the Act. 

PART 1005—APPEALS OF EXCLU-
SIONS, CIVIL MONEY PENALTIES 
AND ASSESSMENTS 

Sec.

1005.1 Definitions. 

1005.2 Hearing before an administrative law 

judge.

1005.3 Rights of parties. 

1005.4 Authority of the ALJ. 

1005.5 Ex parte contacts. 

1005.6 Prehearing conferences. 

1005.7 Discovery. 

1005.8 Exchange of witness lists, witness 

statements and exhibits. 

1005.9 Subpoenas for attendance at hearing. 

1005.10 Fees. 

1005.11 Form, filing and service of papers. 

1005.12 Computation of time. 

1005.13 Motions. 

1005.14 Sanctions. 

1005.15 The hearing and burden of proof. 

1005.16 Witnesses. 

1005.17 Evidence. 

1005.18 The record. 

1005.19 Post-hearing briefs. 

1005.20 Initial decision. 

1005.21 Appeal to DAB. 

1005.22 Stay of initial decision. 

1005.23 Harmless error. 

AUTHORITY: 42 U.S.C. 405(a), 405(b), 1302, 

1320a–7, 1320a–7a and 1320c–5. 

SOURCE: 57 FR 3350, Jan. 29, 1992, unless 

otherwise noted. 

§ 1005.1 Definitions. 
Civil money penalty cases refer to all 

proceedings arising under any of the 

statutory bases for which the OIG has 

been delegated authority to impose 

civil money penalties under Medicare 

or the State health care programs. 

DAB refers to the Departmental Ap-

peals Board or its delegatee. 

Exclusion cases refer to all pro-

ceedings arising under any of the stat-

utory bases for which the OIG has been 
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delegated authority to impose exclu-

sions under Medicare or the State 

health care programs. 

Inspector General (IG) means the In-

spector General of the Department of 

Health and Human Services or his or 

her designees. 

[57 FR 3350, Jan. 29, 1992, as amended at 65 

FR 24418, Apr. 26, 2000] 

§ 1005.2 Hearing before an administra-
tive law judge. 

(a) A party sanctioned under any cri-

teria specified in parts 1001, 1003 and 

1004 of this chapter may request a hear-

ing before an ALJ. 

(b) In exclusion cases, the parties to 

the proceeding will consist of the peti-

tioner and the IG. In civil money pen-

alty cases, the parties to the pro-

ceeding will consist of the respondent 

and the IG. 

(c) The request for a hearing will be 

made in writing to the DAB; signed by 

the petitioner or respondent, or by his 

or her attorney; and sent by certified 

mail. The request must be filed within 

60 days after the notice, provided in ac-

cordance with § 1001.2002, § 1001.203 or 

§ 1003.109, is received by the petitioner 

or respondent. For purposes of this sec-

tion, the date of receipt of the notice 

letter will be presumed to be 5 days 

after the date of such notice unless 

there is a reasonable showing to the 

contrary.

(d) The request for a hearing will 

contain a statement as to the specific 

issues or findings of fact and conclu-

sions of law in the notice letter with 

which the petitioner or respondent dis-

agrees, and the basis for his or her con-

tention that the specific issues or find-

ings and conclusions were incorrect. 

(e) The ALJ will dismiss a hearing re-

quest where— 

(1) The petitioner’s or the respond-

ent’s hearing request is not filed in a 

timely manner; 

(2) The petitioner or respondent with-

draws his or her request for a hearing; 

(3) The petitioner or respondent 

abandons his or her request for a hear-

ing; or 

(4) The petitioner’s or respondent’s 

hearing request fails to raise any issue 

which may properly be addressed in a 

hearing.

[57 FR 3350, Jan. 29, 1992, as amended at 65 

FR 24418, Apr. 26, 2000] 

§ 1005.3 Rights of parties. 

(a) Except as otherwise limited by 

this part, all parties may— 

(1) Be accompanied, represented and 

advised by an attorney; 

(2) Participate in any conference held 

by the ALJ; 

(3) Conduct discovery of documents 

as permitted by this part; 

(4) Agree to stipulations of fact or 

law which will be made part of the 

record;

(5) Present evidence relevant to the 

issues at the hearing; 

(6) Present and cross-examine wit-

nesses;

(7) Present oral arguments at the 

hearing as permitted by the ALJ; and 

(8) Submit written briefs and pro-

posed findings of fact and conclusions 

of law after the hearing. 

(b) Fees for any services performed 

on behalf of a party by an attorney are 

not subject to the provisions of section 

206 of title II of the Act, which author-

izes the Secretary to specify or limit 

these fees. 

§ 1005.4 Authority of the ALJ. 

(a) The ALJ will conduct a fair and 

impartial hearing, avoid delay, main-

tain order and assure that a record of 

the proceeding is made. 

(b) The ALJ has the authority to— 

(1) Set and change the date, time and 

place of the hearing upon reasonable 

notice to the parties; 

(2) Continue or recess the hearing in 

whole or in part for a reasonable period 

of time; 

(3) Hold conferences to identify or 

simplify the issues, or to consider 

other matters that may aid in the ex-

peditious disposition of the proceeding; 

(4) Administer oaths and affirma-

tions;

(5) Issue subpoenas requiring the at-

tendance of witnesses at hearings and 

the production of documents at or in 

relation to hearings; 

(6) Rule on motions and other proce-

dural matters; 
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(7) Regulate the scope and timing of 

documentary discovery as permitted by 

this part; 

(8) Regulate the course of the hearing 

and the conduct of representatives, 

parties, and witnesses; 

(9) Examine witnesses; 

(10) Receive, rule on, exclude or limit 

evidence;

(11) Upon motion of a party, take of-

ficial notice of facts; 

(12) Upon motion of a party, decide 

cases, in whole or in part, by summary 

judgment where there is no disputed 

issue of material fact; and 

(13) Conduct any conference, argu-

ment or hearing in person or, upon 

agreement of the parties, by telephone. 

(c) The ALJ does not have the au-

thority to— 

(1) Find invalid or refuse to follow 

Federal statutes or regulations or sec-

retarial delegations of authority; 

(2) Enter an order in the nature of a 

directed verdict; 

(3) Compel settlement negotiations; 

(4) Enjoin any act of the Secretary; 

(5) Review the exercise of discretion 

by the OIG to exclude an individual or 

entity under section 1128(b) of the Act, 

or determine the scope or effect of the 

exclusion,

(6) Set a period of exclusion at zero, 

or reduce a period of exclusion to zero, 

in any case where the ALJ finds that 

an individual or entity committed an 

act described in section 1128(b) of the 

Act, or 

(7) Review the exercise of discretion 

by the OIG to impose a CMP, assess-

ment or exclusion under part 1003 of 

this chapter. 

[57 FR 3350, Jan. 29, 1992, as amended at 58 

FR 5618, Jan. 22, 1993] 

§ 1005.5 Ex parte contacts. 

No party or person (except employees 

of the ALJ’s office) will communicate 

in any way with the ALJ on any mat-

ter at issue in a case, unless on notice 

and opportunity for all parties to par-

ticipate. This provision does not pro-

hibit a person or party from inquiring 

about the status of a case or asking 

routine questions concerning adminis-

trative functions or procedures. 

§ 1005.6 Prehearing conferences. 
(a) The ALJ will schedule at least 

one prehearing conference, and may 

schedule additional prehearing con-

ferences as appropriate, upon reason-

able notice to the parties. 

(b) The ALJ may use prehearing con-

ferences to discuss the following— 

(1) Simplification of the issues; 

(2) The necessity or desirability of 

amendments to the pleadings, includ-

ing the need for a more definite state-

ment;

(3) Stipulations and admissions of 

fact or as to the contents and authen-

ticity of documents; 

(4) Whether the parties can agree to 

submission of the case on a stipulated 

record;

(5) Whether a party chooses to waive 

appearance at an oral hearing and to 

submit only documentary evidence 

(subject to the objection of other par-

ties) and written argument; 

(6) Limitation of the number of wit-

nesses;

(7) Scheduling dates for the exchange 

of witness lists and of proposed exhib-

its;

(8) Discovery of documents as per-

mitted by this part; 

(9) The time and place for the hear-

ing;

(10) Such other matters as may tend 

to encourage the fair, just and expedi-

tious disposition of the proceedings; 

and

(11) Potential settlement of the case. 

(c) The ALJ will issue an order con-

taining the matters agreed upon by the 

parties or ordered by the ALJ at a pre-

hearing conference. 

§ 1005.7 Discovery. 
(a) A party may make a request to 

another party for production of docu-

ments for inspection and copying 

which are relevant and material to the 

issues before the ALJ. 

(b) For the purpose of this section, 

the term documents includes informa-

tion, reports, answers, records, ac-

counts, papers and other data and doc-

umentary evidence. Nothing contained 

in this section will be interpreted to re-

quire the creation of a document, ex-

cept that requested data stored in an 

electronic data storage system will be 
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produced in a form accessible to the re-

questing party. 

(c) Requests for documents, requests 

for admissions, written interrogatories, 

depositions and any forms of discovery, 

other than those permitted under para-

graph (a) of this section, are not au-

thorized.

(d) This section will not be construed 

to require the disclosure of interview 

reports or statements obtained by any 

party, or on behalf of any party, of per-

sons who will not be called as witnesses 

by that party, or analyses and sum-

maries prepared in conjunction with 

the investigation or litigation of the 

case, or any otherwise privileged docu-

ments.

(e)(1) When a request for production 

of documents has been received, within 

30 days the party receiving that re-

quest will either fully respond to the 

request, or state that the request is 

being objected to and the reasons for 

that objection. If objection is made to 

part of an item or category, the part 

will be specified. Upon receiving any 

objections, the party seeking produc-

tion may then, within 30 days or any 

other time frame set by the ALJ, file a 

motion for an order compelling dis-

covery. (The party receiving a request 

for production may also file a motion 

for protective order any time prior to 

the date the production is due.) 

(2) The ALJ may grant a motion for 

protective order or deny a motion for 

an order compelling discovery if the 

ALJ finds that the discovery sought— 

(i) Is irrelevant, 

(ii) Is unduly costly or burdensome, 

(iii) Will unduly delay the pro-

ceeding, or 

(iv) Seeks privileged information. 

(3) The ALJ may extend any of the 

time frames set forth in paragraph 

(e)(1) of this section. 

(4) The burden of showing that dis-

covery should be allowed is on the 

party seeking discovery. 

[57 FR 3350, Jan. 29, 1992, as amended at 58 

FR 5618, Jan. 22, 1993; 65 FR 24418, Apr. 26, 

2000; 65 FR 35584, June 5, 2000; 67 FR 11936, 

Mar. 18, 2002] 

§ 1005.8 Exchange of witness lists, wit-
ness statements and exhibits. 

(a) At least 15 days before the hear-

ing, the ALJ will order the parties to 

exchange witness lists, copies of prior 

written statements of proposed wit-

nesses and copies of proposed hearing 

exhibits, including copies of any writ-

ten statements that the party intends 

to offer in lieu of live testimony in ac-

cordance with § 1005.16. 

(b) (1) If at any time a party objects 

to the proposed admission of evidence 

not exchanged in accordance with para-

graph (a) of this section, the ALJ will 

determine whether the failure to com-

ply with paragraph (a) of this section 

should result in the exclusion of such 

evidence.

(2) Unless the ALJ finds that extraor-

dinary circumstances justified the fail-

ure to timely exchange the information 

listed under paragraph (a) of this sec-

tion, the ALJ must exclude from the 

party’s case-in-chief: 

(i) The testimony of any witness 

whose name does not appear on the 

witness list, and 

(ii) Any exhibit not provided to the 

opposing party as specified in para-

graph (a) of this section. 

(3) If the ALJ finds that extraor-

dinary circumstances existed, the ALJ 

must then determine whether the ad-

mission of such evidence would cause 

substantial prejudice to the objecting 

party. If the ALJ finds that there is no 

substantial prejudice, the evidence 

may be admitted. If the ALJ finds that 

there is substantial prejudice, the ALJ 

may exclude the evidence, or at his or 

her discretion, may postpone the hear-

ing for such time as is necessary for 

the objecting party to prepare and re-

spond to the evidence. 

(c) Unless another party objects 

within a reasonable period of time 

prior to the hearing, documents ex-

changed in accordance with paragraph 

(a) of this section will be deemed to be 

authentic for the purpose of admissi-

bility at the hearing. 

§ 1005.9 Subpoenas for attendance at 
hearing.

(a) A party wishing to procure the 

appearance and testimony of any indi-

vidual at the hearing may make a mo-

tion requesting the ALJ to issue a sub-

poena if the appearance and testimony 

are reasonably necessary for the pres-

entation of a party’s case. 
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(b) A subpoena requiring the attend-

ance of an individual in accordance 

with paragraph (a) of this section may 

also require the individual (whether or 

not the individual is a party) to 

produce evidence authorized under 

§ 1005.7 of this part at or prior to the 

hearing.

(c) When a subpoena is served by a re-

spondent or petitioner on a particular 

individual or particular office of the 

OIG, the OIG may comply by desig-

nating any of its representatives to ap-

pear and testify. 

(d) A party seeking a subpoena will 

file a written motion not less than 30 

days before the date fixed for the hear-

ing, unless otherwise allowed by the 

ALJ for good cause shown. Such re-

quest will: 

(1) Specify any evidence to be pro-

duced,

(2) Designate the witnesses, and 

(3) Describe the address and location 

with sufficient particularity to permit 

such witnesses to be found. 

(e) The subpoena will specify the 

time and place at which the witness is 

to appear and any evidence the witness 

is to produce. 

(f) Within 15 days after the written 

motion requesting issuance of a sub-

poena is served, any party may file an 

opposition or other response. 

(g) If the motion requesting issuance 

of a subpoena is granted, the party 

seeking the subpoena will serve it by 

delivery to the individual named, or by 

certified mail addressed to such indi-

vidual at his or her last dwelling place 

or principal place of business. 

(h) The individual to whom the sub-

poena is directed may file with the 

ALJ a motion to quash the subpoena 

within 10 days after service. 

(i) The exclusive remedy for contu-

macy by, or refusal to obey a subpoena 

duly served upon, any person is speci-

fied in section 205(e) of the Social Secu-

rity Act (42 U.S.C. 405(e)). 

[57 FR 3350, Jan. 29, 1992, as amended at 65 

FR 24418, Apr. 26, 2000] 

§ 1005.10 Fees. 
The party requesting a subpoena will 

pay the cost of the fees and mileage of 

any witness subpoenaed in the amounts 

that would be payable to a witness in a 

proceeding in United States District 

Court. A check for witness fees and 

mileage will accompany the subpoena 

when served, except that when a sub-

poena is issued on behalf of the IG, a 

check for witness fees and mileage 

need not accompany the subpoena. 

§ 1005.11 Form, filing and service of 
papers.

(a) Forms. (1) Unless the ALJ directs 

the parties to do otherwise, documents 

filed with the ALJ will include an 

original and two copies. 

(2) Every pleading and paper filed in 

the proceeding will contain a caption 

setting forth the title of the action, the 

case number, and a designation of the 

paper, such as motion to quash sub-

poena.

(3) Every pleading and paper will be 

signed by, and will contain the address 

and telephone number of the party or 

the person on whose behalf the paper 

was filed, or his or her representative. 

(4) Papers are considered filed when 

they are mailed. 

(b) Service. A party filing a document 

with the ALJ or the Secretary will, at 

the time of filing, serve a copy of such 

document on every other party. Serv-

ice upon any party of any document 

will be made by delivering a copy, or 

placing a copy of the document in the 

United States mail, postage prepaid 

and addressed, or with a private deliv-

ery service, to the party’s last known 

address. When a party is represented by 

an attorney, service will be made upon 

such attorney in lieu of the party. 

(c) Proof of service. A certificate of 

the individual serving the document by 

personal delivery or by mail, setting 

forth the manner of service, will be 

proof of service. 

§ 1005.12 Computation of time. 

(a) In computing any period of time 

under this part or in an order issued 

thereunder, the time begins with the 

day following the act, event or default, 

and includes the last day of the period 

unless it is a Saturday, Sunday or legal 

holiday observed by the Federal Gov-

ernment, in which event it includes the 

next business day. 
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(b) When the period of time allowed 

is less than 7 days, intermediate Satur-

days, Sundays and legal holidays ob-

served by the Federal Government will 

be excluded from the computation. 

(c) Where a document has been served 

or issued by placing it in the mail, an 

additional 5 days will be added to the 

time permitted for any response. This 

paragraph does not apply to requests 

for hearing under § 1005.2. 

§ 1005.13 Motions. 
(a) An application to the ALJ for an 

order or ruling will be by motion. Mo-

tions will state the relief sought, the 

authority relied upon and the facts al-

leged, and will be filed with the ALJ 

and served on all other parties. 

(b) Except for motions made during a 

prehearing conference or at the hear-

ing, all motions will be in writing. The 

ALJ may require that oral motions be 

reduced to writing. 

(c) Within 10 days after a written mo-

tion is served, or such other time as 

may be fixed by the ALJ, any party 

may file a response to such motion. 

(d) The ALJ may not grant a written 

motion before the time for filing re-

sponses has expired, except upon con-

sent of the parties or following a hear-

ing on the motion, but may overrule or 

deny such motion without awaiting a 

response.

(e) The ALJ will make a reasonable 

effort to dispose of all outstanding mo-

tions prior to the beginning of the 

hearing.

§ 1005.14 Sanctions. 
(a) The ALJ may sanction a person, 

including any party or attorney, for 

failing to comply with an order or pro-

cedure, for failing to defend an action 

or for other misconduct that interferes 

with the speedy, orderly or fair con-

duct of the hearing. Such sanctions 

will reasonably relate to the severity 

and nature of the failure or mis-

conduct. Such sanction may include— 

(1) In the case of refusal to provide or 

permit discovery under the terms of 

this part, drawing negative factual in-

ferences or treating such refusal as an 

admission by deeming the matter, or 

certain facts, to be established; 

(2) Prohibiting a party from intro-

ducing certain evidence or otherwise 

supporting a particular claim or de-

fense;

(3) Striking pleadings, in whole or in 

part;

(4) Staying the proceedings; 

(5) Dismissal of the action; 

(6) Entering a decision by default; 

and

(7) Refusing to consider any motion 

or other action that is not filed in a 

timely manner. 

(b) In civil money penalty cases com-

menced under section 1128A of the Act 

or under any provision which incor-

porates section 1128A(c)(4) of the Act, 

the ALJ may also order the party or 

attorney who has engaged in any of the 

acts described in paragraph (a) of this 

section to pay attorney’s fees and 

other costs caused by the failure or 

misconduct.

§ 1005.15 The hearing and burden of 
proof.

(a) The ALJ will conduct a hearing 

on the record in order to determine 

whether the petitioner or respondent 

should be found liable under this part. 

(b) With regard to the burden of proof 

in civil money penalty cases under part 

1003, in Quality Improvement Organiza-

tion exclusion cases under part 1004, 

and in exclusion cases under §§ 1001.701, 

1001.901 and 1001.951 of this chapter— 

(1) The respondent or petitioner, as 

applicable, bears the burden of going 

forward and the burden of persuasion 

with respect to affirmative defenses 

and any mitigating circumstances; and 

(2) The IG bears the burden of going 

forward and the burden of persuasion 

with respect to all other issues. 

(c) Burden of proof in all other exclu-

sion cases. In all exclusion cases except 

those governed by paragraph (b) of this 

section, the ALJ will allocate the bur-

den of proof as the ALJ deems appro-

priate.

(d) The burden of persuasion will be 

judged by a preponderance of the evi-

dence.

(e) The hearing will be open to the 

public unless otherwise ordered by the 

ALJ for good cause shown. 

(f)(1) A hearing under this part is not 

limited to specific items and informa-

tion set forth in the notice letter to 

the petitioner or respondent. Subject 

to the 15-day requirement under 
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§ 1005.8, additional items and informa-

tion, including aggravating or miti-

gating circumstances that arose or be-

came known subsequent to the 

issuance of the notice letter, may be 

introduced by either party during its 

case-in-chief unless such information 

or items are— 

(i) Privileged; 

(ii) Disqualified from consideration 

due to untimeliness in accordance with 

§ 1004.130(a)(2)(ii); or 

(iii) Deemed otherwise inadmissible 

under § 1005.17. 

(2) After both parties have presented 

their cases, evidence may be admitted 

on rebuttal even if not previously ex-

changed in accordance with § 1005.8. 

[57 FR 3350, Jan. 29, 1992, as amended at 63 

FR 46691, Sept. 2, 1998; 65 FR 24418, Apr. 26, 

2000]

§ 1005.16 Witnesses. 
(a) Except as provided in paragraph 

(b) of this section, testimony at the 

hearing will be given orally by wit-

nesses under oath or affirmation. 

(b) At the discretion of the ALJ, tes-

timony (other than expert testimony) 

may be admitted in the form of a writ-

ten statement. The ALJ may, at his or 

her discretion, admit prior sworn testi-

mony of experts which has been subject 

to adverse examination, such as a depo-

sition or trial testimony. Any such 

written statement must be provided to 

all other parties along with the last 

known address of such witnesses, in a 

manner that allows sufficient time for 

other parties to subpoena such witness 

for cross-examination at the hearing. 

Prior written statements of witnesses 

proposed to testify at the hearing will 

be exchanged as provided in § 1005.8. 

(c) The ALJ will exercise reasonable 

control over the mode and order of in-

terrogating witnesses and presenting 

evidence so as to: 

(1) Make the interrogation and pres-

entation effective for the ascertain-

ment of the truth, 

(2) Avoid repetition or needless con-

sumption of time, and 

(3) Protect witnesses from harass-

ment or undue embarrassment. 

(d) The ALJ will permit the parties 

to conduct such cross-examination of 

witnesses as may be required for a full 

and true disclosure of the facts. 

(e) The ALJ may order witnesses ex-

cluded so that they cannot hear the 

testimony of other witnesses. This does 

not authorize exclusion of— 

(1) A party who is an individual; 

(2) In the case of a party that is not 

an individual, an officer or employee of 

the party appearing for the entity pro 

se or designated as the party’s rep-

resentative; or 

(3) An individual whose presence is 

shown by a party to be essential to the 

presentation of its case, including an 

individual engaged in assisting the at-

torney for the IG. 

[57 FR 3350, Jan. 29, 1992, as amended at 67 

FR 11936, Mar. 18, 2002] 

§ 1005.17 Evidence. 
(a) The ALJ will determine the ad-

missibility of evidence. 

(b) Except as provided in this part, 

the ALJ will not be bound by the Fed-

eral Rules of Evidence. However, the 

ALJ may apply the Federal Rules of 

Evidence where appropriate, for exam-

ple, to exclude unreliable evidence. 

(c) The ALJ must exclude irrelevant 

or immaterial evidence. 

(d) Although relevant, evidence may 

be excluded if its probative value is 

substantially outweighed by the danger 

of unfair prejudice, confusion of the 

issues, or by considerations of undue 

delay or needless presentation of cumu-

lative evidence. 

(e) Although relevant, evidence must 

be excluded if it is privileged under 

Federal law. 

(f) Evidence concerning offers of com-

promise or settlement made in this ac-

tion will be inadmissible to the extent 

provided in Rule 408 of the Federal 

Rules of Evidence. 

(g) Evidence of crimes, wrongs or 

acts other than those at issue in the in-

stant case is admissible in order to 

show motive, opportunity, intent, 

knowledge, preparation, identity, lack 

of mistake, or existence of a scheme. 

Such evidence is admissible regardless 

of whether the crimes, wrongs or acts 

occurred during the statute of limita-

tions period applicable to the acts 

which constitute the basis for liability 

in the case, and regardless of whether 

they were referenced in the IG’s notice 

sent in accordance with § 1001.2002, 

§ 1001.2003 or § 1003.109. 
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(h) The ALJ will permit the parties 

to introduce rebuttal witnesses and 

evidence.

(i) All documents and other evidence 

offered or taken for the record will be 

open to examination by all parties, un-

less otherwise ordered by the ALJ for 

good cause shown. 

(j) The ALJ may not consider evi-

dence regarding the issue of willingness 

and ability to enter into and success-

fully complete a corrective action plan 

when such evidence pertains to matters 

occurring after the submittal of the 

case to the Secretary. The determina-

tion regarding the appropriateness of 

any corrective action plan is not re-

viewable.

§ 1005.18 The record. 
(a) The hearing will be recorded and 

transcribed. Transcripts may be ob-

tained following the hearing from the 

ALJ.

(b) The transcript of testimony, ex-

hibits and other evidence admitted at 

the hearing, and all papers and re-

quests filed in the proceeding con-

stitute the record for the decision by 

the ALJ and the Secretary. 

(c) The record may be inspected and 

copied (upon payment of a reasonable 

fee) by any person, unless otherwise or-

dered by the ALJ for good cause shown. 

(d) For good cause, the ALJ may 

order appropriate redactions made to 

the record. 

§ 1005.19 Post-hearing briefs. 
The ALJ may require the parties to 

file post-hearing briefs. In any event, 

any party may file a post-hearing brief. 

The ALJ will fix the time for filing 

such briefs which are not to exceed 60 

days from the date the parties receive 

the transcript of the hearing or, if ap-

plicable, the stipulated record. Such 

briefs may be accompanied by proposed 

findings of fact and conclusions of law. 

The ALJ may permit the parties to file 

reply briefs. 

§ 1005.20 Initial decision. 
(a) The ALJ will issue an initial deci-

sion, based only on the record, which 

will contain findings of fact and con-

clusions of law. 

(b) The ALJ may affirm, increase or 

reduce the penalties, assessment or ex-

clusion proposed or imposed by the IG, 

or reverse the imposition of the exclu-

sion. In exclusion cases where the pe-

riod of exclusion commenced prior to 

the hearing, any period of exclusion 

imposed by the ALJ will be deemed to 

commence on the date such exclusion 

originally went into effect. 

(c) The ALJ will issue the initial de-

cision to all parties within 60 days 

after the time for submission of post- 

hearing briefs and reply briefs, if per-

mitted, has expired. The decision will 

be accompanied by a statement de-

scribing the right of any party to file a 

notice of appeal with the DAB and in-

structions for how to file such appeal. 

If the ALJ fails to meet the deadline 

contained in this paragraph, he or she 

will notify the parties of the reason for 

the delay and will set a new deadline. 

(d) Except for exclusion actions 

taken in accordance with § 1001.2003 of 

this chapter and as provided in para-

graph (e) of this section, unless the ini-

tial decision is appealed to the DAB, it 

will be final and binding on the parties 

30 days after the ALJ serves the parties 

with a copy of the decision. If service is 

by mail, the date of service will be 

deemed to be 5 days from the date of 

mailing.

(e) If an extension of time within 

which to appeal the initial decision is 

granted under § 1005.21(a), except as 

provided in § 1005.22(a), the initial deci-

sion will become final and binding on 

the day following the end of the exten-

sion period. 

[57 FR 3350, Jan. 29, 1992, as amended at 65 

FR 24418, Apr. 26, 2000] 

§ 1005.21 Appeal to DAB. 

(a) Any party may appeal the initial 

decision of the ALJ to the DAB by fil-

ing a notice of appeal with the DAB 

within 30 days of the date of service of 

the initial decision. The DAB may ex-

tend the initial 30 day period for a pe-

riod of time not to exceed 30 days if a 

party files with the DAB a request for 

an extension within the initial 30 day 

period and shows good cause. 

(b) If a party files a timely notice of 

appeal with the DAB, the ALJ will for-

ward the record of the proceeding to 

the DAB. 
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(c) A notice of appeal will be accom-

panied by a written brief specifying ex-

ceptions to the initial decision and rea-

sons supporting the exceptions. Any 

party may file a brief in opposition to 

exceptions, which may raise any rel-

evant issue not addressed in the excep-

tions, within 30 days of receiving the 

notice of appeal and accompanying 

brief. The DAB may permit the parties 

to file reply briefs. 

(d) There is no right to appear per-

sonally before the DAB or to appeal to 

the DAB any interlocutory ruling by 

the ALJ, except on the timeliness of a 

filing of the hearing request. 

(e) The DAB will not consider any 

issue not raised in the parties’ briefs, 

nor any issue in the briefs that could 

have been raised before the ALJ but 

was not. 

(f) If any party demonstrates to the 

satisfaction of the DAB that additional 

evidence not presented at such hearing 

is relevant and material and that there 

were reasonable grounds for the failure 

to adduce such evidence at such hear-

ing, the DAB may remand the matter 

to the ALJ for consideration of such 

additional evidence. 

(g) The DAB may decline to review 

the case, or may affirm, increase, re-

duce, reverse or remand any penalty, 

assessment or exclusion determined by 

the ALJ. 

(h) The standard of review on a dis-

puted issue of fact is whether the ini-

tial decision is supported by substan-

tial evidence on the whole record. The 

standard of review on a disputed issue 

of law is whether the initial decision is 

erroneous.

(i) Within 60 days after the time for 

submission of briefs and reply briefs, if 

permitted, has expired, the DAB will 

issue to each party to the appeal a 

copy of the DAB’s decision and a state-

ment describing the right of any peti-

tioner or respondent who is found lia-

ble to seek judicial review. 

(j) Except with respect to any pen-

alty, assessment or exclusion remanded 

by the ALJ, the DAB’s decision, includ-

ing a decision to decline review of the 

initial decision, becomes final and 

binding 60 days after the date on which 

the DAB serves the parties with a copy 

of the decision. If service is by mail, 

the date of service will be deemed to be 

5 days from the date of mailing. 

(k) (1) Any petition for judicial re-

view must be filed within 60 days after 

the DAB serves the parties with a copy 

of the decision. If service is by mail, 

the date of service will be deemed to be 

5 days from the date of mailing. 

(2) In compliance with 28 U.S.C. 

2112(a), a copy of any petition for judi-

cial review filed in any U.S. Court of 

Appeals challenging a final action of 

the DAB will be sent by certified mail, 

return receipt requested, to the Chief 

Counsel to the IG. The petition copy 

will be time-stamped by the clerk of 

the court when the original is filed 

with the court. 

(3) If the Chief Counsel to the IG re-

ceives two or more petitions within 10 

days after the DAB issues its decision, 

the Chief Counsel to the IG will notify 

the U.S. Judicial Panel on Multidis-

trict Litigation of any petitions that 

were received within the 10-day period. 

[57 FR 3350, Jan. 29, 1992, as amended at 63 

FR 46691, Sept. 2, 1998; 65 FR 24419, Apr. 26, 

2000]

§ 1005.22 Stay of initial decision. 
(a) In a CMP case under section 1128A 

of the Act, the filing of a respondent’s 

request for review by the DAB will 

automatically stay the effective date 

of the ALJ’s decision. 

(b) (1) After the DAB renders a deci-

sion in a CMP case, pending judicial re-

view, the respondent may file a request 

for stay of the effective date of any 

penalty or assessment with the ALJ. 

The request must be accompanied by a 

copy of the notice of appeal filed with 

the Federal court. The filing of such a 

request will automatically act to stay 

the effective date of the penalty or as-

sessment until such time as the ALJ 

rules upon the request. 

(2) The ALJ may not grant a respond-

ent’s request for stay of any penalty or 

assessment unless the respondent posts 

a bond or provides other adequate secu-

rity.

(3) The ALJ will rule upon a respond-

ent’s request for stay within 10 days of 

receipt.

§ 1005.23 Harmless error. 
No error in either the admission or 

the exclusion of evidence, and no error 
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or defect in any ruling or order or in 

any act done or omitted by the ALJ or 

by any of the parties, including Federal 

representatives such as Medicare car-

riers and intermediaries and Quality 

Improvement Organizations, is ground 

for vacating, modifying or otherwise 

disturbing an otherwise appropriate 

ruling or order or act, unless refusal to 

take such action appears to the ALJ or 

the DAB inconsistent with substantial 

justice. The ALJ and the DAB at every 

stage of the proceeding will disregard 

any error or defect in the proceeding 

that does not affect the substantial 

rights of the parties. 

PART 1006—INVESTIGATIONAL 
INQUIRIES

Sec.

1006.1 Scope. 

1006.2 Contents of subpoena. 

1006.3 Service and fees. 

1006.4 Procedures for investigational inquir-

ies.

1006.5 Enforcement of a subpoena. 

AUTHORITY: 42 U.S.C. 405(d), 405(e), 1302 and 

1320a–7a.

SOURCE: 57 FR 3354, Jan. 29, 1992, unless 

otherwise noted. 

§ 1006.1 Scope. 
(a) The provisions in this part govern 

subpoenas issued by the Inspector Gen-

eral, or his or her delegates, in accord-

ance with sections 205(d) and 1128A(j) of 

the Act, and require the attendance 

and testimony of witnesses and the 

production of any other evidence at an 

investigational inquiry. 

(b) Such subpoenas may be issued in 

investigations under section 1128A of 

the Act or under any other section of 

the Act that incorporates the provi-

sions of section 1128A(j). 

(c) Nothing in this part is intended to 

apply to or limit the authority of the 

Inspector General, or his or her dele-

gates, to issue subpoenas for the pro-

duction of documents in accordance 

with 5 U.S.C. 6(a)(4), App. 3. 

§ 1006.2 Contents of subpoena. 
A subpoena issued under this part 

will—

(a) State the name of the individual 

or entity to whom the subpoena is ad-

dressed;

(b) State the statutory authority for 

the subpoena; 

(c) Indicate the date, time and place 

that the investigational inquiry at 

which the witness is to testify will 

take place; 

(d) Include a reasonably specific de-

scription of any documents or items re-

quired to be produced; and 

(e) If the subpoena is addressed to an 

entity, describe with reasonable par-

ticularity the subject matter on which 

testimony is required. In such event, 

the named entity will designate one or 

more individuals who will testify on its 

behalf, and will state as to each indi-

vidual so designated that individual’s 

name and address and the matters on 

which he or she will testify. The indi-

vidual so designated will testify as to 

matters known or reasonably available 

to the entity. 

§ 1006.3 Service and fees. 

(a) A subpoena under this part will be 

served by— 

(1) Delivering a copy to the indi-

vidual named in the subpoena; 

(2) Delivering a copy to the entity 

named in the subpoena at its last prin-

cipal place of business; or 

(3) Registered or certified mail ad-

dressed to such individual or entity at 

its last known dwelling place or prin-

cipal place of business. 

(b) A verified return by the indi-

vidual serving the subpoena setting 

forth the manner of service or, in the 

case of service by registered or cer-

tified mail, the signed return post of-

fice receipt, will be proof of service. 

(c) Witnesses will be entitled to the 

same fees and mileage as witnesses in 

the district courts of the United States 

(28 U.S.C. 1821 and 1825). Such fees need 

not be paid at the time the subpoena is 

served.

§ 1006.4 Procedures for investigational 
inquiries.

(a) Testimony at investigational in-

quiries will be taken under oath or af-

firmation.

(b) Investigational inquiries are non- 

public investigatory proceedings. At-

tendance of non-witnesses is within the 

discretion of the OIG, except that— 
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